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Title 21—FO00 AND DRUGS 


FDA REGULATION UNDER FOOD ADDITIVE LAW 


(from Federal Register of Feb. 2, 1960) 


f food as a result of use in 


Chapter —Food and Drug Adminis- materials shall not be 
tration, Department of Health, Edu- intended to accomplish any physical or 


cation, and Welfare 


technical effect in the food itself, shall be 
reduced to the least amount reasonably 


SUBCHAPTER B—FOOD AND FOOD PRODUCTS possible, and shall not exceed any limit 


PART 121—FOOD ADDITIVES 


Subpart E—Substances for Which 
Prior Sanctions tlave Been Granted 


SupsTances EMPLOYED IN THE MANUFAC- 
TURE OF Foop-PACKAGING MATERIALS 


In accordance with the provisions of 
section 701(a) of the Federal Food, Drug, 
and Cosmetic Act (sec. 701(a), 52 Stat. 
1055; 21 U.S.C. 371(a) and pursuant to 
authority delegated to him by the Sec- 
retary of Health, Education, and Welfare 
(23 F.R. 9500) , the Commissioner of Food 
and Drugs, as contemplated by sections 
201(s) (3) and 409 of the act (secs. 201 
(s), 409, 72 Stat. 1784 et seq.; 21 U.S.C. 
321, 348) and the regulations thereunder 
($121.3(c) (24 F.R. 2435) ), has compiled 
a list of substances in the above-identi- 
fled category for which prior sanction or 
approval has been granted. It is or- 
dered, That the food additives regula- 
tions be amended by adding thereto a 
list of these substances as set out below: 


Subpart E—Suhstances for Which 
Prior Sanctions Have Been Granted 


§ 121.2001 Substances employed in the 
manufacture of food-packaging ma- 
terials. 

Prior to the enactment of the food ad- 
d.tives amendment to the Federal Food, 
Drug, and Cosmetic Act, sanctions were 
granted for the usage of the following 
substances in the manufacture of pack- 
aging materials. So used, these sub- 
stances are not considered “food addi- 
tives” within the meaning of section 
201(s) of the act, provided that they are 
of good commercial grade, are suitable 
for association with food, and are used in 
accordance with good manufacturing 
practice. For the purpose of this sec- 
tion, good manufacturing practice for 
food-packaging materials includes the 
restriction that the quantity of any of 


specified herein, 


(a) Antiozidants (limit of addition to 
food, 0.005 percent). 
Butylated hydroxyanisole, 
Butylated hydroxytoluene, 
Dilaury! thiodipropionate. 
Distearyl thiodipropionate. 
Gum guaiac, 
Nordihydroguatretic acid. 
Propy) gallate. 
Thiodipropionic acid. 
2,4,5-Trihydroxy butyrophenone, 
(b) Antimycotics. 
Calcium propionate. 
(methyl p-hydroxyben- 


Propyiparaben (propyl p-hydroxyben- 


benzoate. 
Sodium propionate. 
Sorbic acid, 
(c) Driers. 
Cobalt caprylate. 
Cobalt linoleate. 
Cobalt naphthenate. 
Cobalt tallate. 
Iron caprylate. 
Iron linoleate. 
Iron naphthenate. 
Iron tallate. 
Manganese caprylate. 
Manganese linoleate. 
Manganese naphth< 
Manganese tallate. 
otls (as components of finished 
ns 
Chinawood oll ( oll). 
Dehydrated castor 
Linseed oil. 
Tall oll. 
(e) Plasticizers. 
Acetyl tributyl citrate. 
Acetyl triethyl citrate. 
p-tert-Butylpheny! salicylate. 
Butyl stearate. 
Butyiphthaly! butyi glycolate. 
Dibutyl sebacate. 
Diethyl phthalate. 
Diisobuty! adipate. 
Diisooctyl phthalate (for foods of high 
water content only). 
Dipheny!-2-ethylhexy! phosphate. 
a -Ethylhexyl) phthalate (for foods 
of high water content only). 


Epoxidized soybean oll (iodine number 
maximum 6; and oxirane oxygen, min- 
imum, 6.0 percent). 

Ethyiphthalyl ethyl glycolate. 

Glycerol monoolea‘e. 

Monolisopropy! citrate. 

Mono, di-, and tristearyl citrate. 

Triacetin (glycerol triacetate). 

Triethy!l citrate. 

3-(2-Xenoy]) -1,2-epoxypropane. 

(1) Release agents. 

Dimethylpolysiloxane (substantially free 
from hydrolyzable chloride and alkoxy 
groups, no more than 18 percent loss 
in weight after heating 4 hours at 
200° c.; viscosity 300 centistokes, 600 
centistokes at 25° C., specific gravity 
0.96 to 0.97 at 25° C., refractive index 
1.400 to 1.404 at 25° ©.) 

Linoleamide (linojeic acid amide). 

Oleamide (oleic acid amide). 

Palmitamide (palmitic acid amide). 

Polyethylene glycol 400. 

Polyethylene glycol 1500. 

Polyethylene glycol 4000 

Stearamide (stearic acid amide). 

(g) Stabilizers. 

Aluminum mono-, di-, and tristearate, 

Ammonium citrate. 

Ammonium potassium hydrogen phos- 
phate. 

Calcium acetate. 

Calcium carbonate. 

Calcium glycerophospate. 

Caicium phosphate. 

Calcium hydrogen phosphate, 

Calcium oleate. 

Calcium ricinoleate. 

Calcium stearate. 

Disodium hydrogen phosphate. 

Magnesium glycerophosphate. 

Magnesium stearate. 

Magnesium phosphate. 

Magnesium hydrogen phosphate. 

Mono-, di-, and trisodium citrate. 

Mono-, di-, and tripotassium citrate, 

Potassium oleate. 

Potassium stearate. 

Sodium pyrophosphate, 


6 
0 
0 
8 
8 
9 Sodium stearate. | 
9 Sodium tetrapyrophosphate. 
Tin stearate (not to exceed 50 parts per 
39 million tin as a migrant in finished food), 
Zinc orthophosphate (not to exceed 560 
9 parts per million zinc as a migrant in fin- 
59 ished food). 
Zinc resinate (not to exceed 50 parts per 
million ginc as a migrant in finished food). 
Notice and public procedure are not 
68 necessary prerequisites to the promulga- 


tion of this order since the listing of the 
substances herein implements the regu- 
lation (§ 121.3) previously promulgated, 
since it relieves the Food and Drug Ad- 
ministration from the necessity of advis- 
ing of individual sanctions upon request 
of the affected industry, and since it re- 
lieves the industry from the necessity of 
requesting advice concerning the use of 
substances for which sanctions have al- 
ready been granted. 

Effective date. This order shall be ef- 
fective upon publication in the Feprrau 
Reorster, since interested persons will 
——- the earliest effective date, and 

so find. 


(Sec. 701, 52 Stat. 1055, as amended; 21 

U.S.C. 371. Interprets or applies secs. 201(s), 

= 72 Stat. 1784 et seq., 21 U.S.C. 321(s), 
) 


Dated: January 26, 1960. 


Gro. P. Larrick, 
Commissioner of Food and Drugs. 


DEPARTMENT OF NEALTH, EDU- 
CATION, WELFAR 


Food and Drug Administration 
{21 CFR Part 121) 
FOOD ADDITIVES 


Substances Generally Recognized as 
Safe; Supplementary List 


The Commissioner 01 Food and Drugs, 
on his own initiative, and in accordance 
with the provisions of the Federal Food, 
Drug, and Cosmetic Act (secs, 409, 701; 
72 Stat. 1785 et seq.; 52 Stat. 1055, as 
amended 70 Stat. 919, 72 Stat. 948; 21 
U.S.C. 348, 371) and pursuant to the au- 
thority delegated to him by the Secie- 
tary of Health, Education, and Welfare 
(23 F.R. 9500), proposes the promulga- 
tion of a regulation listing certain sub- 
stances generally recognized as safe with- 
in the meaning of section 409 of the act,’ 
and hereby offers an opportunity to all 
interested persons to present their views 
in writing with reference to this proposal 
to the Hearing Clerk, Department of 
Health, Education, and Welfare, 330 In- 
dependence Avenue SW., Washington 25, 
D.C., within 30 days from the date of 
publication of this notice in the Peperat 
Recister. Comments may be accom- 
panied by a memorandum or brief, and 
it is requested that all comments be sub- 
mitted in quintuplicate. 


Product ! 


Limits 


CHEMICAL PRESERVATIVES 


Methylparaben (methyl-p-hydroxy- 
benzoate). 

Propyiparaben (propyl-p-hydroxy- 
benzoate), 

Stannous ch 


Phosphoric acid 
Buccinic arid 


NONNUTRITIVE SWEETENERS 


Ammonium saccharin. ............... 
Magnesium eyclohex rulfamate..... 
‘Potassium cyclobexy! sulfamate...... 


NUTRIENTS 


Choline bitartrate.. 
(aminoncetic acid). 
Methionine 
lethionine hydroxy analog and its 


STADILIZERS 


(gum Arable) 
Ammonium alginate,......... 
Culcium alginate. 
Cihatt) gum evce 


0.0126 


Fodium alginate. . 
Stereulia gum (karaya gum). 
‘Tragacanth (gum tragacanth)........ 


ANTICAKING AGENTS 


Sodium aluminosilicate............... 
Sodium calcium aluminosilicate, hy- 
drated 


MISCELLANEOUS 


Ammonium bicarbonate.............. 
Ammonium —. 
Keeswax (yellew w 
Beoswax, bleached white 
Rentonite 


Dextrans (of average molecular weight 
below 100,000). 


Ilydrogen peroxide 
Methylcellulose (U.8.P, methyleel- 
lulose, oxcept that the methoxy con- 
tent shall not be less than 27.5 per- 
cent and not more than 31.5 percent 
on a dry-weilght basis). 
Monopotassium glutamate. .......... 
Nitrous oxide 


Potassium 
Bilica acroge! (fincly powdered micro- 
cellular siliea foam having a mint- 
mum silica content of 80.5 percent). 
Sodium bicarbonate. 
Sodium carboxymethyleellulose (the 
sodium salt of carboxymethytcellu- 
lose, not less than 90.8 pereent ono 
dry-weight basis, with maximum 
Bat itution of 0.95 carboxymethyl 
groups pe anhydroglucose unit 
and with a minimum viscosity of 
25 centipoises for 2 percent b 
weight aqueous solution at 25° C, 


Sodium seaquic arbonate 


Torula yoast, dried 


Conditions 
Animal feeds, 
Do, 
Do, 


Salt substitute, 
Salt substitute. 
Bleaching agent, 


In special dictary foods, 


Frees yellant for certain dairy and vege- 
“ie fat toppings in pressurized 


contulners, 


Component of antifoaming agent. 


4 All items listed should, of course, 


to the inclusion of items listed as nt as 


see (§ 121.101 (ce). 


ly with the conditions prescribed in (§ 121.101 (a) and (>). With reference 


‘This list supplements the list published in the FPepgerat Reotsrer of November 20, 1959 


(24 F.R. 9369). 


Dated: January 26, 1960. 
(szau) 


£0. P. LARRICK, 


Commissioner J’ Food and Drugs. 
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